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Claims 2, 3, 5, and 6 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention, "supplying a first eluent .... and eluting 
contaminants" implies that the contaminants are removed by the first eluent. However, 
the first two full paragraphs of page 1 1 of the specification makes clear that 
contaminants are still present at the end of fractionation. As such, the phrase renders 
the claims indefinite. 

Claims 2, 3, 5, and 6 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. No support for "supplying a first eluent .... and 
eluting contaminants" can be found. The first two full paragraphs of page 1 1 of the 
specification make clear that contaminants are still present at the end of fractionation. 
As such, the claims are considered to be drawn to new matter. 

Claims 2, 3, 5, and 6 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. No support for "starting fractionating eluted 
solution when the concentration .... reaches a predetermined concentration." Page 11, 
the first full paragraph does not state that fractionation is initiated by an eluent 
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concentration responsive signal. As sucli, tlie claims are considered to be drawn to 
new matter. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

Claims 2, 3, 5, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over either Matsushita (Japan Patent No. 56-089058) in view of PTO Translation No. 
08-6627 of Matsushita (Japan Patent No. 56-089058) or Takamura (Japan Patent No. 
6-94697) in view of PTO Translation No. 08-6644 of Takamura (Japan Patent No. 6- 
94697) in view of Snyder (Introduction to Modern Liquid Chromatography, John 
Wiley&Sons, Inc., New York, 1979, pages 662-686) and Overfield (U.S. Patent No. 
5,076,909). Matsushita (Japan Patent No. 56-089058) and PTO Translation No. 08- 
6627 are considered to be a single reference. Takamura (Japan Patent No. 6-94697) 
and PTO Translation No. 08-6644 are considered to be a single reference. At best, the 
claims differ from either Matsushita (Japan Patent No. 56-089058) in view of PTO 
Translation No. 08-6627 of Matsushita (Japan Patent No. 56-089058) or Takamura 
(Japan Patent No. 6-94697) in view of PTO Translation No. 08-6644 of Takamura 
(Japan Patent No. 6-94697) in reciting increasing the polarity of the eluents. Snyder 
(Introduction to Modern Liquid Chromatography, John Wiley&Sons, Inc., New York, 
1979, pages 662-686) discloses increasing polarity of the eluents enhances detection 
sensitivity, improves resolution, and decreases column deterioration. In addition. 
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Snyder (Introduction to Modern Liquid Chromatography, John Wiley&Sons, Inc., New 
Yorl<, 1979, pages 662-686) on page 684 discloses that hexane and dichloromethane 
are an eluting pair to increase polarity for liquid solid liquid chromatography. Overfield 
(U.S. Patent No. 5,076,909) (Abstract, column 8, lines 27-45; and column 12, lines 32- 
36) discloses changing from a weak solvent to a strong solvent achieves superior 
separation for heteroaromatics. Overfield (U.S. Patent No. 5,076,909) (column 19, 
lines 18-51) discloses that use of an alcohol in the solvent used to dissolve the sample 
maintains the adsorption properties of the stationary phase. It would have been obvious 
to use increasing polarity in each of Matsushita (Japan Patent No. 56-089058) in view of 
PTO Translation No. 08-6627 of Matsushita (Japan Patent No. 56-089058) and 
Takamura (Japan Patent No. 6-94697) in view of PTO Translation No. 08-6644 of 
Takamura (Japan Patent No. 6-94697) because Snyder (Introduction to Modern Liquid 
Chromatography, John Wiley&Sons, Inc., New York, 1979, pages 662-686) discloses 
increasing polarity of the eluents enhances detection sensitivity, improves resolution, 
and decreases column deterioration and Overfield (U.S. Patent No. 5,076,909) 
(Abstract, column 8, lines 27-45; and column 12, lines 32-36) discloses changing from a 
weak solvent to a strong solvent achieves superior separation for heteroaromatics. 
With regard to claim 2, it would have been obvious to use the specific solvents because 
Snyder (Introduction to Modern Liquid Chromatography, John Wiley&Sons, Inc., New 
York, 1979, pages 662-686) on page 684 discloses that hexane and dichloromethane 
are an eluting pair to increase polarity for liquid solid liquid chromatography and 
Overfield (U.S. Patent No. 5,076,909) (column 19, lines 18-51) discloses that use of an 
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alcohol in the solvent used to dissolve the sample maintains the adsorption properties of 
the stationary phase. 

The remarks urge patentability based upon the allegation that each of Matsushita 
(Japan Patent No. 56-089058) in view of PTO Translation No. 08-6627 of Matsushita 
(Japan Patent No. 56-089058) and Takamura (Japan Patent No. 6-94697) in view of 
PTO Translation No. 08-6644 of Takamura (Japan Patent No. 6-94697) disclose steps 
that are not recited by the instant claims. However, these additional steps are not 
precluded by the open format of the instant claims. 

The remarks urge patentability based upon use of gradient elution. Page 663, 
lines 6-13 of Snyder (Introduction to Modern Liquid Chromatography, John Wiley&Sons, 
Inc., New York, 1979, pages 662-686) discloses that use of gradient elution is the 
textbook technique for separating complex samples. Page 663, lines 19-25 discloses 
that gradient elution, i.e., increasing polarity of the eluents, enhances detection 
sensitivity, improves resolution, and decreases column deterioration. Page 663, lines 
26-28 discloses that gradient elution procedures "enormously increase the ability of LC 
(Liquid Chromatography) to handle difficult samples and to deal with unusual situations 
or requirements." This is supplemented by Overfield (U.S. Patent No. 5,076,909) 
(Abstract, column 8, lines 27-45; and column 12, lines 32-36) disclosing changing from 
a weak solvent to a strong solvent achieves superior separation for heteroaromatics. 

The remarks urge that the claims recited more than merely use of gradient 
elution based upon reciting contaminants are eluted. However, the first two full 
paragraphs of page 1 1 of the specification makes clear that contaminants are present 
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from the beginning of the elution and remain at the end of fractionation. This would 
appear to be exactly what happens in gradient elution. Each component is eluted in 
different bands. Some of the earlier eluting band are not of interest and are merely 
referred to as contaminants. After the components of interest are eluted, there still 
remain other components not of interest and these also are referred to as contaminants. 
As such, the claims are merely directed to gradient elution. 

The remarks urge that the action may not be made final because of an obvious, 
inadvertent typographical error. Claim 5 is directed to identical subject matter as 
rejected claim 3. The subject matter is in each of the primary references. It would be 
obvious that claim 5 was inadvertently omitted from the rejection because claim 5 is 
directed to identical subject matter as rejected claim 3 and the subject matter is in each 
of the primary references. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication sliould be directed to E. Therkorn at 
telephone number (571 ) 272-1 1 49. The official fax number is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Ernest G. Therkorn/ 
Ernest G. Therkorn 
Primary Examiner 
Art Unit 1797 
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